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premises which are affected by this dis-
crepancy shall be detained until the
discrepancy is reconciled.

(8) All records required by this sec-
tion shall be maintained on the prem-
ises for at least one year after com-
plete use of a drug component of a spe-
cific lot number or feed manufacturer’s
shipment identification number.

§225.58 Laboratory controls.

(a) The periodic assay of medicated
feeds for drug components provides a
measure of performance of the manu-
facturing process in manufacturing a
uniform product of intended potency.

(b) The following assay requirements
shall apply to medicated feeds:

(1) For feeds requiring a medicated
feed mill license (Form FDA 3448) for
their manufacture and marketing, at
least three representative samples of
medicated feed containing each drug or
drug combination used in the establish-
ment shall be collected and assayed by
approved official methods, at periodic
intervals during the calendar year, un-
less otherwise specified in this chapter.
At least one of these assays shall be
performed on the first batch using the
drug. If a medicated feed contains a
combination of drugs, only one of the
drugs need be subject to analysis each
time, provided the one tested is dif-
ferent from the one(s) previously test-
ed.

(2) [Reserved]

(c) The originals or copies of all re-
sults of assays, including those from
State feed control officials and any
other governmental agency, shall be
maintained on the premises for a pe-
riod of not less than 1 year after dis-
tribution of the medicated feed. The re-
sults of assays performed by State feed
control officials may be considered to-
ward fulfillment of the periodic assay
requirements of this section.

(d) Where the results of assays indi-
cate that the medicated feed is not in
accord with label specifications or is
not within permissible assay limits as
specified in this chapter, investigation
and corrective action shall be imple-
mented and an original or copy of the
record of such action maintained on
the premises.

(e) Corrective action shall include
provisions for discontinuing distribu-

§225.65

tion where the medicated feed fails to
meet the labeled drug potency. Dis-
tribution of subsequent production of
the particular feed shall not begin
until it has been determined that prop-
er control procedures have been estab-
lished.

[41 FR 52618, Nov. 30, 1976, as amended at 51
FR 7390, Mar. 3, 1986; 55 FR 11577, Mar. 29,
1990; 64 FR 63203, Nov. 19, 1999]

§225.65 Equipment cleanout proce-
dures.

(a) Adequate cleanout procedures for
all equipment used in the manufacture
and distribution of medicated feeds are
essential to maintain proper drug po-
tency and avoid unsafe contamination
of feeds with drugs. Such procedures
may consist of cleaning by physical
means, e.g., vacuuming, sweeping,
washing, etc. Alternatively, flushing or
sequencing or other equally effective
techniques may be used whereby the
equipment is cleaned either through
use of a feed containing the same
drug(s) or through use of drug free
feedstuffs.

(b) All equipment, including that
used for storage, processing, mixing,
conveying, and distribution that comes
in contact with the active drug compo-
nent, feeds in process, or finished medi-
cated feed shall be subject to all rea-
sonable and effective procedures to pre-
vent unsafe contamination of manufac-
tured feed. The steps used to prevent
unsafe contamination of feeds shall in-
clude one or more of the following, or
other equally effective procedures:

(1) Such procedures shall, where ap-
propriate, consist of physical means
(vacuuming, sweeping, or washing),
flushing, and/or sequential production
of feeds.

(2) If flushing is utilized, the flush
material shall be properly identified,
stored, and used in a manner to pre-
vent unsafe contamination of other
feeds.

(3) If sequential production of medi-
cated feeds is utilized, it shall be on a
predetermined basis designed to pre-
vent unsafe contamination of feeds
with residual drugs.

177



		Superintendent of Documents
	2014-08-20T17:01:39-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




